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In response to the Decision on Appeal mailed on February 26, 2008, Appellant submits 
this Request for Rehearing, in accordance with 37 C.F.R., §41. 50(b) and §41.52. The Decision 
contained a new ground of rejection. Accordingly, as stated in 37 C.F.R. §41 .52(a)(3), new 
arguments are permitted to be made in this Request for Rehearing. 



Dear Sir, 



REMARKS 

I. Rejection for anticipation under 35 U.S.C. §102(b) 

The Board has rejected claims 90-93 and 97-101 under 35 U.S.C. §1 02(b) as being 
anticipated by the disclosure of Junkel, U.S. Patent No. 5,620,633. Appellant requests rehearing 
of this basis of rejection for the reasons following. 

A. Basis of rejection by the Board 

In formulating this basis of rejection, the Board stated that Junkel discloses a portable 
misting device for atomizing a liquid mist, such as water, which may be used by sunbathers and 
athletes as a cooling device. The Board states that, "As is customary such devices are used to fan 
and cool the body, including the face." The Board further notes that the mist is sprayed from a 
sealed container. 

In the Decision, the Board states that the record contains no evidence that a person of 

ordinary skill in the art would not use the misting device of Junkel to administer a mist to the 

face, including the eyes for a period of time within 10 seconds. The Board cites In re Best, 562 

F.2d 1252, 1255, 195 U.S.P.Q. 430, 433 (C.C.P.A. 1977) for its description of the burden of a 

patent applicant pertaining to a rejection based on inherency. In particular, the Board states that: 

Appellant has the burden of proving that the method and mist 
provided by the device of Junkel produces a droplet size different 
from that claimed and that the mist droplets of Junkel will wash 
away the tear film as opposed to hydrating the aqueous layer of the 
eye. 

In the Decision, the Board states that the record contains no evidence that a person 
ordinary skill in the art using the misting device of Junkel would not inherently administer a mist 
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to the face, including the eyes for a period of time within 10 seconds. The Board again cites In re 

Best and states that: 

it remains the burden of Appellant under the principles set forth in 
In re Best to show that the misting device of Junkel necessarily 
provides an amount of fluid which would flood the eye. 

B. Basis for Appellant's request for rehearing 

Appellant respectfully submits that the Board has incorrectly stated and applied the law 
pertaining to rejections based upon inherency and that, with a proper application of the law of 
inherency, it is clear that the claims are not anticipated by the disclosure of Junkel. 

The law of inherency has been clarified on numerous occasions by the Court of Appeals 
for the Federal Circuit. As stated in In re Robertson, 49, U.S.P.Q.2d 1949, 1950-1951 (Fed. Cir. 
1999): 

If the prior art reference does not expressly set forth a particular 
element of the claim, that reference still may anticipate if that 
element is "inherent" in its disclosure. To establish inherency, the 
extrinsic evidence "must make clear that the missing descriptive 
matter is necessarily present in the thing described in the reference, 
and that it would be so recognized by persons of ordinary skill in 
the art." Inherency, however, may not be established by 
probabilities. The mere fact that a certain thing may result from a 
given set of circumstances is not sufficient. 

The court in Electro Medical Systems SA v. Cooper Life Sciences Inc., 32 U.S.P.Q.2d 

1017, 1020 (Fed. Cir. 1994), held as follows regarding inherency: 

We do not agree that the subject matter of the claims was 
anticipated. The mere fact that a certain thing may result from a 
given set of circumstances is insufficient to prove anticipation. 
EMS was required to prove that an unpressurized flow is 
necessarily present in the Ruemelin disclosure, and that it would 
be so recognized by persons of ordinary skill. 
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The U.S. Patent Office Board of Patent Appeals and Interferences has also discussed the 

law pertaining to inherency. In Ex parte Levy, 17 U.S.P.Q.2d 1461, 1464 (Bd. Pat. App. & Int. 

1990), the Board stated that: 

In relying upon the theory of inherency, the examiner must provide 
a basis in fact and/or technical reasoning to reasonably support the 
determination that the allegedly inherent characteristic necessarily 
flows from the teachings of the applied prior art. (emphasis in the 
original). 

Thus, it is clear from case law in the Federal Circuit Court of Appeals and in the Board of 
Patent Appeals & Interferences, that, in order for a limitation to be disclosed under the doctrine 
of inherency, the limitation must necessarily flow from the disclosure and that one skilled in the 
art would recognize this necessary result. 

Appellant respectfully submits that the Board has erred in requiring Appellant to provide 
a showing (1) that the device of Junkel produces a droplet size different from that claimed and 
that the mist droplets of Junkel will wash away the tear film as opposed to hydrating the aqueous 
layer, and (2) that the misting device of Junkel necessarily provides an amount of fluid that will 
flood the eye. 

As clearly held in numerous cases before the Federal Circuit Court of Appeals and the 
Board of Patent Appeals and Interferences, the correct burden on a patent applicant regarding a 
purportedly inherent disclosure in a prior art reference is that the patent applicant has to show 
that the claimed limitation is not a necessary result of the prior art disclosure or that one skilled 
in the art would not recognize this necessary result. This is in marked contrast and is 
diametrically opposed to the burden placed upon Appellant by the Board in the present Decision. 



4 



The present record clearly provides a showing that the misting device of Junkel may be 
directed towards parts of the body other than the eyes. Junkel discloses that the misting device 
provides an air-cooled mist spray that is delivered to a user. See column 2, lines 3-7. The device 
is useful for sunbathers and those engaged in athletic pursuits. See column 8, lines 19-23. 

Appellant submits that it is clear from the disclosure of Junkel that the mist from the 
device may be directed towards parts of the body other than the face, and particularly other than 
the eyes. For example, sunbathers and athletes may direct the mist from the device of Junkel to 
the chest, the back, the arms, or the legs. It is submitted, therefore, that the mist of Junkel is not 
necessarily directed towards the eyes. Perhaps it is true that a sunbather or athlete may direct the 
mist from the device of Junkel to the eyes. However, whether or not this is so, it is clear that the 
direction of the mist from the device of Junkel does not necessarily flow from the disclosure of 
Junkel. 

In accordance with the doctrine of inherency as applied in the In re Robertson, Electro 
Medical Systems SA v. Cooper Life Sciences Inc., and Ex parte Levy cases, Appellant respectfully 
submits that the Board is incorrect in its present application of the doctrine of inherency 
regarding the application of the mist of Junkel to the face, and particularly to the eyes. 

Secondly, Junkel does not disclose an amount of fluid that is directed towards the body of 
a user. The amount of fluid that is sufficient to flood the eye is extremely small, less than 10 
microliters. A single drop of fluid from a drop application bottle is at least twice this size, 20 to 
30 microliters. Therefore, in order for a mist from the misting device of Junkel that is directed 
towards the eyes of a user not to flood the tear film, the amount reaching the eye would have to 
be an amount less than that which is contained in half of one standard drop. 
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The pertinent question pertaining to the present situation is whether the amount of water 
administered by the device of Junkel would necessarily be less than that which is contained in 
one standard drop. Appellant submits that the device of Junkel may be used to apply amounts of 
fluid well in excess of this amount and, therefore, that the amount of fluid less than that which 
will flood the eye is not inherent in the disclosure of Junkel. 

An illustrative and similar situation to the present case was discussed in Transclean Corp, 

v. Bridgewood Services Inc., 62 U.S.P.Q.2d 1865, 1871 (Fed. Cir. 2002). In that case, the court 

discussed whether or not the claims of a patent were invalid for anticipation based upon the 

inherency of disclosure of a prior art reference. In holding that the prior art reference did not ■ 

inherently disclose the invention, the court stated as follows: 

Thus, the Japanese patent explicitly discloses that fluid weight is 
equalized, not necessarily fluid flow rate. Although it is possible 
that the detection means could under some circumstances (e.g., if 
the response time for the feedback loop is sufficiently fast) 
effectively equalize the flow rates as well, it is also possible for 
that not to be the case. Because anticipation by inherent disclosure 
is appropriate only when the reference discloses prior art that must 
necessarily include the unstated limitation, the Japanese patent 
cannot inherently anticipate the claims of the '080 patent. We 
conclude, as did the district court, that Bridgewood did not raise 
any genuine issue of material fact regarding anticipation of claim 1 
by the Japanese patent, and we therefore affirm the court's 
conclusion that Transclean is entitled to summary judgment of 
non-anticipation as to the Japanese patent. Thus, we affirm the 
court's conclusion that the claims of the '080 patent are not invalid 
under 35 U.S.C. § 102 as being anticipated by the Becnel or 
Japanese prior art patents, (citations omitted, italics in original) 

In summary, Appellant respectfully submits that the Board has applied an erroneous 

standard for determining whether elements missing in a prior art reference are inherent in that 

disclosure. It is submitted that Appellant does not bear the burden of showing that the disclosure 
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of the prior art reference is necessarily outside the scope of the present claims. Rather, the 
burden on Appellant is to show that the features of the claims do not necessarily flow from the 
disclosure of the prior art. Appellant respectfully submits that this burden has been met. 
C. Conclusion 

Appellant submits that the presently claimed invention is not disclosed or suggested by 
the disclosure of Junkel and, as discussed above, features called for in the present claims are not 
inherent in the disclosure of Junkel. Accordingly, Appellant respectfully requests a rehearing 
pertaining to the issue of the rejection of claims 90-93 and 97-101 as being anticipated under 35 
U.S.C. § 102(a) by the disclosure of Junkel, U.S. Patent No. 5,620,633, and further requests the 
Board to withdraw the rejection of the claims on this ground. 

II. Rejection for obviousness under 35 U.S.C. § 103(a) 

The Board has rejected claims 90-93 and 97-101 under 35 U.S.C. § 103(a) as being 
obvious in view of the disclosure of Embleton, WO 97/23177, in view of the disclosures of 
Hahn, U.S. Patent No. 5,893,515, and Hutson, U.S. Patent No. 5,588,564. Appellant requests 
rehearing of this basis of rejection for the reasons following. 

A. Basis of rejection by the Board 

The Board cites Embleton for its disclosure of a device for delivering an ophthalmic 
treatment fluid to the eye, which fluid is administered by the device in the form of a jet or stream 
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in a volume of 10 microliters or less, preferably 3 to 8 microliters. The Board states that 
Embleton discloses that one of the treatment fluids that may be administered is water. 1 

The Board cites Hutson for its disclosure of administration of an ophthalmic liquid in the 
form of a mist to the eye. The Board likewise cites Hahn for its disclosure of administration of 
an ophthalmic liquid to the eye. 

The Board found that it would be obvious to replace the jet or stream of Embleton with 
the mist of Hutson or Hahn to administer an amount of water between 3 to 8 microliters to the 
surface of the eye. In formulating this rejection, the Board cited the recent Supreme Court 
decision of ASK InVl Co. v. TeleJIex Inc., Ill S. Ct. 1727, 82 U.S.P.Q.2d 1385 (2007) for its 
holdings that (a) in making an obviousness determination over a combination of prior art 
references, it is important to identify a reason why persons of ordinary skill in the art would have 
attempted to make the claimed subject matter, (b) if a technique has been used to improve one 
device, and a person of ordinary skill would recognize that it would be used in similar devices in 
the same way, using the technique is obvious unless its application is beyond that person's skill, 
and (c) when the question is whether a patent claiming the combination of elements or prior art is 
obvious, the relevant question is whether the improvement is more than the predictable use of 
prior art elements according to their established functions. 



The statement by the Board that Embleton discloses the administration of a 
treatment fluid that is water is erroneous, as evidenced in testimony in a Declaration by Dr. 
Rachael Garrett. 
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B. Basis for Appellant's request for rehearing 

1 . KSR Int 7 Co. v. Teleflex Inc. 
Because the Board cited the KSR Int 7 case, this case and its pertinence to the present case 
is discussed. 

KSR Int 7 involved the issue of whether a factfinder, such as a court or the Patent Office, 
can combine prior art references that, when taken together, disclose or suggest an invention when 
there is no specific teaching, suggestion, or motivation in the prior art to combine the teaching of 
the references. In this case, the Supreme Court held that the teaching/suggestion/motivation 
(TSM) test used to determine the propriety of combining prior art references should not be 
applied in a rigid, formalistic manner, but rather a factfinder must take account of the inferences 
and creative steps that a person of ordinary skill in the art would employ. 

In particular, the Supreme Court stated that a factfinder is not limited to consider only art 
that deals with the specific problem that a patentee or applicant is attempting to solve and is not 
limited to consider only elements of prior art that are designed to solve the same problem that the 
patentee or applicant is attempting to solve. 127 S. Ct. at 1742, 82 U.S.P.Q.2d at 1397. The 
Supreme Court further warned courts and patent examiners against using hindsight when 
determining whether an invention is patentable, but stated that rigid rules that deny factfinders 
recourse to common sense should not be utilized. 

The issue in KSR Int I dealt with the issue of the placement of an electronic sensor in a 
pedal used in an automobile. The Court found that the prior art taught all of the features of the 
claimed invention and that the features were used in the invention at issue in a similar way and 
that the changes in the invention at issue were not more than the predictable use of prior art 
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elements according to their established functions. Therefore, the invention was found to be 
obvious in view of the prior art. 

2. The prior art 

The present case differs significantly from the type of case addressed by the Supreme 
Court in KSR Int 7. In KSR Int 7, the invention was a mechanical invention in which all elements 
were used according to their established functions and in a similar way to that of the present art. 
That is not so in the present case. 

The present invention is based on the discovery by Appellant that moisturization of the 
eye is best achieved by using a very small amount of fluid and that water itself is the best fluid to 
use for this purpose. Each of these features is in opposition to the state of the art in the field of 
moisturizing the eye. As called for in the present claims, an aqueous fluid consisting essentially 
of water is administered to the surface of the eye in an amount that is less than that which will 
wash away the tear film. The claims further call for administration of the water in the form of a 
mist. 

The prior art belongs to two separate fields within ophthalmology. One field is that of 
topical administration of treatment substances, such as a medication in the form of a liquid, to the 
surface of the eye. The second field is that of moisturizing the surface of the eye. These two 
fields present different problems that are addressed in different manners, and what works in one 
field does not necessarily work in the other field. 

The primary reference, Embleton, as stated in Embleton itself, concerns the field of 
ophthalmic treatment by administering a treatment substance in the form of a liquid to the surface 
of the eye. 

10 



When topically administering a liquid treatment substance to the eye, it is important to 
provide an amount of liquid that is no greater than that which will be retained by the eye. One 
reason for this is that, if an amount of liquid that is greater than that which can be retained by the 
eye is administered, the excess will run out of the eye resulting in wastage of the medicament. 
Another more serious reason is that, if liquid runs out of the eye, one cannot know how much of 
the administered medication actually was retained by the eye and, consequently, there would be a 
lack of precision in dosing. A third and a much more serious reason is that, when liquid runs out 
of the eye, a portion of the lost liquid drains into the tear duct and into the nasal passages. A 
person would then typically inhale this liquid, which would cause the medication in the liquid to 
enter the systemic circulation of the person. 

For these reasons, and others, when administering treatment fluids to the eye, it is well 
known in the art to administer a very small amount of the treatment fluid. Embleton discloses a 
device that can be used to deliver amounts between 3 and 10 microliters to the eye. 

In addition, when topically administering a treatment fluid to the eye, it is important to 
make sure that the treatment fluid actually gets into the eye. If treatment fluid is administered to 
the face and not to the eye itself, the portion of the treatment fluid that misses the eye is wasted 
and there is also a lack of precision in determining how much treatment fluid actually got into the 
eye. 

For these reasons, it is well known to administer treatment fluids to the eye in the form of 
a jet or stream that can target the eye itself. The device of Embleton delivers the treatment fluid 
in the form of a jet or stream. 
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The secondary references, Hahn and Hutson, concerns the field of moisturizing the 
surface of the eye. 

In this field, unlike the field of topical administration of a treatment fluid to the eye, it is 
not essential to target a moisturizing liquid to a portion of the eye. Moreover, if a portion of the 
moisturizing liquid misses the eye and is administered to portions of the face other than the eye, 
this is not generally a problem. 

Consequently, Hahn and Hutson disclose the administration of a moisturizing liquid to 
the eye in the form of a mist. 

In the field of moisturizing the eye, because the goal is to ensure that the eye is 
moisturized, an amount of fluid that floods the eye is generally administered. These large 
amounts of fluid may be used in this field, although they cannot be used in the field of 
administering a treatment fluid to the eye, because the moisturizing fluids have to be 
administered in an amount that will surely moisturize the eye, the moisturizing fluid does not 
have to be precisely dosed, and the moisturizing fluid is not biochemically active and so will not 
cause toxic deleterious effects if it enters the systemic circulation. Hahn discloses that a drop is 
administered, sufficient to saturate the eye. This quantity of fluid is about 5 to 10 times the 
amount of fluid that makes up the aqueous layer of the tear film. Hutson is silent as to the 
quantity of moisturizing fluid that is administered. 

In the field of moisturizing the eye, the accepted dogma is that an administered 
moisturizing fluid must have sufficient osmolarity to avoid causing an osmotic shock to the 
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surface of the eye. 2 Consequently, all eye moisturizing fluids, prior to that of the present 
invention, whether based on water, saline, or oil, contain additional dissolved solutes so that the 
fluid has an osmolarity that is near that of the tear film. These fluids may be isotonic, that is 
having an osmolarity about that of the tear film, about 310 mOsm, or may be hypotonic, having 
an osmolarity that is slightly below that of the tear film, for example about 280 mOsm. Hahn 
and Hutson disclose that various fluids and solutions are used to moisturize the eye. Neither of 
these references discloses the administration of water itself to moisturize the eye. 
3 . The present invention 

The present invention is based on the discovery that moisturization of the eye is optimally 
obtained when only small amounts of liquid are administered and on the further discovery that 
moisturization is optimal when it is water with a very low level of solutes that is administered in 
these small amounts. Both of these discoveries are in direct contrast to long accepted dogma in 
the field of eye moisturization. 

Although it has long been known, as disclosed in Embleton, that small amounts of liquid, 
such as about 3-10 microliters, are preferred when administering a treatment fluid to the eye, 
prior to the present invention such amounts of liquid have never been disclosed for administering 
fluid for the purpose of moisturizing the eye and not for administering a treatment to the eye. 

Further, prior to the present invention, liquid water itself, without additional solutes, has 
never been disclosed to be useful as a moisturizing fluid for the eyes. In fact, it is an established 



Osmotic shock is a sudden change in the solute concentration around a cell, 
causing a rapid change in the movement of water across its cell membrane. 
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dogma in ophthalmology that water by itself cannot be topically administered to the eye because 
it causes a stinging sensation and osmotic shock. 3 

It is respectfully submitted that the invention is novel and non-obviousness based on the 
inclusion of these two features in the claims. 

Additionally, the present claims call for administration of this amount of water in the 
form of a mist. It is respectfully submitted that this is a further distinction over the disclosure of 
Embleton, but that this feature is not necessary to distinguish over Embleton because neither 
Embleton nor the other prior art discloses the use of water 4 for moisturizing the eye and 
Embleton is concerned with a field that, in many ways, is diametrically opposite that of the field 
of moisturizing the eye. 

4. The prior art in view of KSR Int 7 

In accordance with KSR Int% prior art may be considered and combined even if the prior 
art does not deal with the specific problem that an applicant is attempting to solve and elements 
of the prior art that address different problems that an applicant is attempting to solve may be 
considered. However, the Supreme Court cautioned that, even though rigid rules should not be 
utilized when determining obviousness in view of a combination of prior art references, the use 
of hindsight must be avoided. 



Appellant has previously provided a Declaration of Dr. Philip Paden who testified 
that it is a long accepted doctrine in ophthalmology that water by itself cannot be administered to 
the eye because it causes stinging and osmotic shock. 

4 Appellant has previously submitted a Declaration of Dr. Rachael Garrett in which 
she testifies that one skilled in the art would understand the disclosure of Embleton to pertain to 
fluids based upon water, saline, or oils, rather than the administration of pure water, pure saline, 
or pure oil to the eye. 
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Embleton discloses a device for administering a jet or stream of a treatment fluid to the 
eye, which treatment fluid may be water, saline, or oil-based, and which treatment fluid is 
administered in an amount between 3 and 10 microliters. Hutson and Hahn disclose 
administering a mist of a moisturizing fluid to the eye in an unspecified amount (Hutson) or in an 
amount that saturates the eye, about one drop (Hahn). 

Applicant submits that the combination of Embleton, Hutson, and Hahn does not suggest 
the present invention. None of the cited references discloses the use of a fluid consisting 
essentially of water, as is called for in the claims. Appellant has previously provided 
Declarations of Drs. Rachael Garrett and Philip Paden who testified, respectively, that Embleton 
would not be understood by one of skill in the art to disclose an eye moisturizing fluid consisting 
essentially of water and that the use of water as a moisturizing fluid is contrary to accepted 
dogma in the field of ophthalmology. 

For this reason alone, Appellant submits that the claims are not obvious over the prior art. 

Additionally, Appellant respectfully submits that it is improper to combine the disclosure 
of a mist in Hutson and Hahn, which pertain to moisturizing the eye, with the disclosure of 
Embleton, which deals with administering a treatment fluid, because this would render the device 
of Embleton inoperative for its stated purpose. As disclosed in several places in Embleton, 
including the Abstract, the device of Embleton produces a jet or stream which permits the device 
to serve its purpose of targeting a medication to a particular site in the eye. If the device of 
Embleton produced a mist of fluid, it would no longer serve its purpose of administering a 
treatment fluid to the eye and would in no way be able to target a medication to the eye or to a 
particular site in the eye. 
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Additionally, Appellant respectfully submits that one skilled in the art would not combine 
Embleton' s disclosure of an amount of treatment fluid less than 10 microliters with the 
disclosure of either Hahn or Hutson and so arrive at a method for moisturizing the eye by 
administering such a small volume of fluid. It is well understood by those skilled in the art of 
ophthalmology that the topical administration of treatment fluids to the eye and the 
administration of moisturizing fluids to the eye are very different, as discussed above. It is noted 
that the benefits of small fluid volumes for administering treatment fluids has been known for 
quite a long time. It is specifically noted that Embleton discloses, in the bridging sentence of 
pages 1 and 2, that the benefits of providing a high concentration of drug in a small volume was 
reported as early as 1978. However, in the 30 years since that time, to Appellant's knowledge, 
there have been no publications except for the present application that disclose the use of such 
small volumes of fluid for moisturizing the eye. 

Accordingly, Appellant submits that it is only through the impermissible use of hindsight 
that the Board has combined the Embleton, Hahn, and Hutson references to find the present 
invention obvious. Appellant discovered that small amounts of fluid produce optimal 
moisturization of the surface of the eye. This was unknown before the present application. 
Applicant discovered that, by replacing water lost in the aqueous layer of the tear film of the eye 
by the administration of water, optimal moisturization of the surface of the eye could be 
obtained. This was not known prior to the present application. 

It is only with knowledge of the disclosure of the present application that one would 
combine the Embleton, Hahn, and Hutson references in the way that the Board has in order to 
find that the present invention is obvious. It is submitted that, without the knowledge obtained 
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from the present specification, one skilled in the art would not combine these references as the 
Board has. Such use of the knowledge available only through the present invention constitutes 
impermissible hindsight. The Supreme Court, in KSR Int'l, warned against the use of hindsight 
in formulating rejections for obviousness. There are also a great many Federal Circuit opinions 
that caution against the use of hindsight in determining obviousness. 
C. Conclusion 

Appellant submits that the presently claimed invention is not disclosed or suggested by 
the combined disclosures of Embleton, Hahn, and Hutson and that the present rejection of the 
claims based on the combination of these references utilizes impermissible hindsight. 
Accordingly, Appellant respectfully requests a rehearing pertaining to the issue of the rejection of 
claims 90-93 and 97-101 as being obvious under 35 U.S.C. §103(b) in view of the combined 
disclosures of Embleton, WO 97/23177, in view of the disclosures of Hahn, U.S. Patent No. 
5,893,515, and Hutson, U.S. Patent No. 5,588,564, and further requests the Board to withdraw 
the rejection of the claims on this ground. 
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Conclusion 

For the above reasons and for those provided in the Appeal Brief, the Board is 
respectfully requested to grant Appellant's request for a rehearing of the previous Decision of the 
Board and to withdraw the new bases of rejection of the claims contained in the Decision of the 
Board. 

Respectfully submitted, 




Howard Eisenberg 
Reg. No. 36,789 
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(484)412-8419 
Attorney for Appellant 
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